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Acronimo	 Titolo	 Sponsor	 Sede	 Status	
Studio	

CENTRO	 PZ	ARRUOLATI	

GO29833	

A	phase	Ib/II	study	evaluaPng	the	safety	and	
Efficacy	of	obinutuzumab	in	combinaEon	with	
Polatuzumab	vedoEn	and	 venetoclax	 in	 PaPents	
with	 relapsed	 or	 refractory	 Follicular	 lymphoma	
and	rituximab	in	CombinaEon	with	polatuzumab	
vedoEn	And	venetoclax	 in	paPents	with	relapsed	
or	refractory	diffuse	large	b-cell	Lymphoma	

Roche	 FL	/	DLBCL	
RR	

ATTIVATO	
NEL	2017	

RAVENNA	
	

IRST	

RAVENNA:		
2	FL	COORT	

	
2	DLBCL	COORT	

CITADEL	112	

	 A	 Phase	 1,	 Open-Label,	 Dose-Finding	 Study	 of	
INCB050465	 in	 CombinaPon	 With	 InvesPgator	
Choice	 of	 Rituximab,	 BendamusPne	 and	
Rituximab,	 or	 IbruPnib	 in	 ParPcipants	 With	
Previously	Treated	B-Cell	Lymphoma.	

Incyte	 B	mal	 ATTIVATO	
NEL	2019	 RAVENNA	 5	

NP	30179	

A	 MULTICENTER,	 OPEN-LABEL,	 PHASE	 I	 STUDY	 TO	
EVALUATE	 THE	 SAFETY,	 EFFICACY,	 TOLERABILITY	
AND	PHARMACOKINETICS	OF	ESCALATING	DOSES	OF	
GLOFITAMAB	(RO7082859)	AS	A	SINGLE	AGENT	AND	
IN	 COMBINATION	 WITH	 OBINUTUZUMAB	
ADMINISTERED	 AFTER	 A	 FIXED,	 SINGLE	 DOSE	 PRE-
TREATMENT	 OF	 OBINUTUZUMAB	 (GAZYVA®/
GAZYVARO™)	 IN	 PATIENTS	 WITH	 RELAPSED/
REFRACTORY	B-CELL	NON-HODGKIN’S	LYMPHOMA	

Roche	
DLBCL	RR/
FL	RR/MCL	

RR	

ATTIVATO	
FEBBRAIO	

2019	
RAVENNA	 8	

NP40126	

A	 PHASE	 1B	 STUDY	 EVALUATING	 GLOFITAMAB	
(RO7082859)	 IN	 COMBINATION	 WITH	 RITUXIMAB	
( R ) 	 O R 	 O B I N U T U Z U M A B 	 ( G ) 	 P L U S	
CYCLOPHOSPHAMIDE,	 DOXORUBICIN,	 VINCRISTINE,	
AND	 PREDNISONE	 (CHOP)	 IN	 PARTICIPANTS	 WITH	
RELAPSED	 OR	 REFRACTORY	 NON-HODGKIN	
LYMPHOMA	 (R/R	 NHL)	 OR	 IN	 PARTICIPANTS	 WITH	
UNTREATED	 DIFFUSE	 LARGE	 B-CELL	 LYMPHOMA	
(DLBCL)	

Roche	 DLBCL/FL	
ATTIVATO	
FEBBRAIO	

2019	
RAVENNA	 7	

MOR208C10
7	

Phase	 Ib,	 open-label,	 randomized	 study	 to	 assess	
safety	 and	 preliminary	 efficacy	 of	 Tafasitamab	 in	
addiPon	 to	 R-CHOP	 or	 Tafas i tamab	 plus	
Lenalidomide	in	addiPon	to	R-CHOP	in	paPents	with	
newly	 diagnosed	 Diffuse	 Large	 B-Cell	 Lymphoma	
(DLBCL)	–	First-MIND	

Morphosys	 DLBCL	 ATTIVATO	DIC	
2020	 RAVENNA	 1	



Acronimo	 Titolo	 Sponsor	 Sede	 Status	
Studio	

CENTRO	 PZ	ARRUOLATI	

ADCT-402-10
3	

A	 Phase	 1/2	 Open-Label	 Study	 to	 Evaluate	 the	
Safety	and	Efficacy	of	Loncastuximab	Tesirine	and	
IbruPnib	in	PaPents	with	Advanced	Diffuse	Large	
B-Cell	 Lymphoma	 or	 Mantle	 Cell	 Lymphoma	
(LOTIS-3)	

ADC	
TherapeuP

cs	
DLBCL	RR	 ATTIVATO	A	

FEBB	2020	 RAVENNA	 2	FASE	1	
2	FASE	2	

CP-
MGD006-01	

A	 Phase	 1/2,	 First-in-Human,	 Dose	 EscalaPon	
Study	 of	 MGD006,	 a	 CD123	 x	 CD3	 Dual	 Affinity	
Re-TargePng	(DART)		
Bi-Specific	AnPbody-Based	Molecule,		
in	 PaPents	 with	 Relapsed	 or	 Refractory	 Acute	
Myeloid	Leukemia	
	

MacroGeni
cs	 AML		

ATTIVATO	A	
MAGGIO	
2020	

RAVENNA	
	

IRST	
1	FASE	2	

SLN124-002	

A	 randomised,	 single-blind,	 placebo-controlled,	
phase	 1,	 single-ascending	 and	mulPple-dose	 study	
in	adult	subjects	with	alpha/beta-thalassaemia	and	
very	low-	and	low-risk	myelodysplasPc	syndrome	to	
invesPgate	the	safety,	tolerability,	pharmacokinePc,	
and	pharmacodynamic	response	of	SLN124	

Silence	
TherapeuP

cs	

MDS	LOW	
RISK	

alfa/beta	
TALASSEMI

A	

ATTIVATO	
MAGGIO	
2021	

RAVENNA	 0	

INCMOR020
8-101	

A	Phase	1b/2a	Basket	Study	to	Evaluate	the	Safety,	
Tolerability,	 PharmacokinePcs,	 and	 Efficacy	 of	
CombinaPon	 Therapy	 With	 the	 AnP-CD19	
Monoclonal	 AnPbody	 Tafasitamab	 and	 the	 PI3Kδ	
Inhibitor	 Parsaclisib	 in	 Adult	 ParPcipants	 With	
Relapsed/Refractory	 Non-Hodgkin	 Lymphoma	 or	
Chronic	LymphocyPc	Leukemia	(topMIND)	

Incyte	 B	malig	
ATTIVO	

SETTEMBRE	
2021	

RAVENNA	 0	

BGB-11417-1
01	

A	Phase	1/1b	Open-Label	Dose	EscalaPon	and	
Expansion	Study	of	Bcl-2	Inhibitor	BGB-11417	in	
PaPents	with	Mature	B-Cell	Malignancies	

Beigene	 B-cell	malig	 IN	
ATTIVAZIONE	 RAVENNA	 -	



Acronimo	 Titolo	 Sponsor	 Sede	 Status	
Studio	

CENTRO	 PZ	ARRUOLATI	

BO42203	

A	 PHASE	 Ib	 STUDY	 EVALUATING	 THE	
S A F E T Y , 	 E F F I C A C Y , 	 A N D	
PHARMACOKINETICS	 OF	 VENETOCLAX	 IN	
COMBINATION	 WITH	 POLATUZUMAB	
VEDOTIN	 PLUS	 RITUXIMAB	 (R)	 AND	
CYCLOPHOSPHAMIDE,	 DOXORUBICIN,	
PREDNISONE	(CHP)	IN	PATIENTS	WITH	
U N T R E A T E D 	 B C L - 2	
IMMUNOHISTOCHEMISTRY	
(IHC)−POSITIVE	 DIFFUSE	 LARGE	 B-CELL	
LYMPHOMA	

Roche	 DLBCL	 IN	
ATTIVAZIONE	

RAVENNA	
	

IRST	
-	

KRT-232-11
3	

An	 Open-Label,	 MulPcenter,	 Phase	 1b/2	
Study	of	the	Safety	and	Efficacy	of	KRT-232	
with	 TL-895	 in	 Subjects	 with	 Relapsed/
Refractory	Myelofibrosis	 and	of	 KRT-232	 in	
Janus-associated	Kinase	 Inhibitor-Intolerant	
Myelofibrosis	

Kartos	
TherapeuPcs	 MF	 IN	

ATTIVAZIONE	 RAVENNA	 -	







Immunoterapia	

CAR	T-cells:	linfociP	T	genePcamente	
modificaP	con	un	rece#ore	dire#o	

contro	la	cellula	tumorale	

AnEcorpi	monoclonali	(mAbs):	
Sfru#ano	una	citotossicità	

complemento	(CDC)	e/o	anPcorpo	
(ADCC)	dipendente	

AnEcorpi	bispecifici	(BsAb):	anPcorpi	
che	legano	simultaneamente	mulPpli	

targets	
Es:	BiTEs,	DARTs,	BiKEs	

Inibitori	dei	checkpoint	immuni	(ICIs):	
bloccano	i	regolatori	negaPvi	
dell’apvazione	dei	linfociP	T	
Es:	anP	PD-1,	PD-L1	o	CTLA-4	

Immunoterapia:	Il	sistema	immunitario	
come	approccio	al	tra#amento	delle	

neoplasie	









Zuma-1	Follow-up	4	aa	









Tossicità	specifiche		
ü Sindrome	da	rilascio	di	citochine	(CRS)	
	
Ø 	Risposta	infiammatoria	sistemica	causata	da	rilascio	di	citochine	
Ø 	Si	manifesta	come	febbre,	ipotensione,	desaturazione	e	tossicità	d’organo	
	

ü 	Neurotossicità	(ICANS)	
	
Ø 	Legata	alla	diffusione	passiva	di	citochine	nel	SNC	
Ø 	Si	manifesta	con	disorientamento	spazio	temporale,	afasia,	edema	
cerebrale	nelle		forme	severe		
	
	





Bispecific	T-cell	engagers(BiTEs)	

	







Background 

•  Glofitamab is a T-cell-engaging bispecific antibody with a novel ‘2:1’ 
format shown pre-clinically to offer greater avidity, potency, and 
combinability with other anti-CD20 IgG antibodies than alternative 
bispecific formats1 

•  Glofitamab SUD, in addition to Gpt, allowed dose escalation up to 30mg 
to maximise efficacy, while mitigating CRS2  

•  Here, we present updated efficacy data* for the following glofitamab 
SUD cohorts (D1/D8/target dose from C2D1):  

–  2.5/10/16mg 

–  2.5/10/30mg 

 

*Clinical cut-off date: December 01, 2020. 
 C, cycle; CRS, cytokine release syndrome; D, day; Gpt, obinutuzumab (G) pretreatment. 

1. Bacac M, et al. Clin Cancer Res 2018;24:4785–97;  
2. Hutchings M, et al. J Clin Oncol 2021 (online ahead of print).  

Glofitamab 
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Silent Fc 
region extends 
half-life and 
reduces 
toxicity	

High avidity binding 
to CD20 on B cells	

CD3 T-cell 
engagement	





C1D–7 

• Gpt 1000mg 
IV	

C1D1	

• Glofitamab 
2.5mg	

C1D8	

• Glofitamab 
10mg	

C2D1 up 
to C12D1	

• Glofitamab 
16 or 30mg	

NP30179 (NCT03075696): an ongoing Phase I/II 
dose-escalation and expansion study in R/R NHL 

•  1000mg Gpt 7 days prior to glofitamab administration 

•  Glofitamab IV step-up doses on C1D1 and D8 and at target 
dose from C2D1 (2.5/10/16mg or 2.5/10/30mg) 

•  C1 was 14-days long; glofitamab was given Q3W thereafter 
for up to 12 cycles 

 

ECOG, Eastern Cooperative Oncology Group; IV, intravenous; MTD, maximum tolerated dose; RP2D, 
recommended Phase II dose; Q3W, once every 3 weeks.  1. Cheson BD, et al. J Clin Oncol 2014;32:3059–68. 

Treatment schedule 	

Primary objectives	

•  Age: ≥18 years 	
•  Histologically confirmed B-cell NHL expected to 

express CD20	
•  ≥1 prior lymphoma treatment	
•  ≥1 measurable target lesion	
•  Adequate haematologic, renal and liver 

functions 	
•  ECOG performance status ≤1	

•  Safety, tolerability, pharmacokinetics	
•  Anti-tumour efficacy1 	
•  MTD, optimal biological dose and the RP2D 	

Key inclusion criteria	

Clinical cut-off date: 01 December 2020	



Glofitamab resulted in high response rates 

•  For aggressive NHL, a trend of improved response was observed at the RP2D (2.5/10/30mg; N=14), with a 
CMR rate of 71.4% 

•  4/5 pts (80%) with MCL achieved a CMR 
 

CMR, complete metabolic response; PMR, partial metabolic response. 

64.3%	
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NP30179	(NCT03075696):	an	ongoing	Phase	I/II	
dose-escalaPon	and	expansion	study	in	R/R	NHL	



BiTE:	esperienza	Ravenna	

Odronextamab	 2	pazienP:	LNH	follicolare	in	relapse	

								Glofitamab	

4	pazienP	DLBCL	UNTREATED	R-CHOP	+	
BiTE	

	
3	pazienP	R/R	DLBCL	
	
1	pz	con	LNH	mantellare	in	relapse	
	
1	pz		con	LNH	follicolare	in	relapse	



Caso	clinico	

•  Femmina	42	aa	
•  LNH	B	DLBCL	Ppo	GCB	
stadio	IV	B	IPI2	(11/2019)	

•  R-CHOP	+	rachicentesi	
medicate	con	MTX	

•  PET	interim:	RC	
•  PET	finale:	PD	(08/2020)	



Caso	clinico	

•  Schema	di	salvataggio	con	
R-DHAOX	(2	cicli)	con	
raccolta	cellule	staminali	

•  PET	post	terapia	RC	
•  Avviata	a	ABMT	
•  Rivalutazione	PET	post	

ABMT:	PD	(03/2021)	con	
localizzazioni	
so#ocutanea,	parete	
toracica	ed	epaPche	



Caso	clinico	

•  Inviata	relazione	centro	
di	riferimento	per	
terapia	con	CAR-t	

•  Non	candidabile	per	
ipertransaminasemia	e	
LDH	elevato	

•  Avviata	a	terapia	con	
Hyper-CVAD	(1	ciclo)	
PET	rivalutaz:	PD	



Caso	clinico	

•  Arruolata	in	protocollo	
con	BiTE	(Glofitamab)	

•  I	somm	28/5/2021	
•  PET	post	4	dosi:	RC	
(01/07/2021)	

•  Avviata	a	TMO	
allogenico	da	cugina	




